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Virucidal Efficacy of a Disinfectant for Use on Inanimate Environmental Surfaces

i e
e panr~88-0f this sludy Is lo evaluale the vifucldal efflsacy of a les| substance for replstratlon of & producl as a

virugide, The lest procadure s to' simutate the way In which the produgi Is Intanded to be wsad, Thls melihod is in’
cumphahce with e reqlirginents of: and may be sibmlfled to, one or more of the lnliowlng agencies as Inidigated by
the Sporisen U.S. ‘Environmental Proleclion Agency {EPA), Heallh Canada and Ausiralian Therapeulic Godda
Administration (TGA).

TE Vi M FIACTERIZ‘ ' |
Al mres - b i+ wes 160, Subiu.. 160, +106] test substance charactefizatlon as to identily, strength, purlly,

sgiubliity and compaosition, as appllcabla shsll Yie documented before lis: {use In this study. The stablilly of the test
siibslanca shall be'determined prior o or conaurrently with this study. Periinerit Infofmation, which. may affect the-
outcome 6F fhils -sludy, shall be communicaled In wriling to the Study Diredtor upon safiple submission o Accuralur.
Lab Services. Accuratus Lab Services will append Sponsor-provided Cerlilicates of Analysis {C of A) ta This stlidy
feporl, if tequested and supplied. ‘Characterization-and stability elidles riot perfarmed fallowing GLP regulalions
will b noléd i the Good Laboaralory Praclice compliance slatement.

SCHEDULING AND DISCLAIMER OF WARRANTY

Experimental start dates are genérally scheduled on a firsl-come/first-serve basla once Accuratus Lab Services recelves
the Sponser approvedfcomplaled protacdl, signed fee schedule and deriésponding 185t subslance(s). Baséd on all
required materfals being recelvéd at thls Unie, the proposed experimental start dale |s Seplémber 24, 2016, Verbal
resulls may he given upon oamplaﬂon pithe sludy with & Wiilten report to fallow on the proposed completlon date of
Oclober 22, 2018. To axpedile schadullng, please bé sure all required paperwork and tesl substance documentalion
B comple{efacc.urale upon arrval at Accuralus Lab Services.

If = test must be repeated, or.a portion of lI, hecause of fallire by :Accuratus Lab Services to adhere to specifled
procadures. It will be rapoaled free of charge. If a test must be repaaled, or & pbrilan of i, due o fallura of internal
«controls, it wlll be repeated free of charge.. "Melhods Davelopment’ fees shall be assessad, however, If the test
-substance and/or lest system réquite mogificalions due to complexity and difficUlfy of testing.

If the Sponsor requests & repaat test, they will be charged for an additional test,

Nelther the name of Accuratus Lab Services nor any of its employees are to be used In advarlising or other promotion
without written consent from Accuraius Lab Servicas.

The Sponsor s responsible for anyrejection of the final, reporl by the regulatory.sigency of fis submisaton concerming
repoct farmat, paglnation, ete. To prevant réfectlon; Spongor should oarafully review the Accuralus-Lab Serviées-
final raport and notify Accuratus Labh Services of any perceived deficlentles I these areas before submission of the
report o 1he regulatory egenicy. Accuralus Lab Senvices will riake teasonatile chisnges deemed necessary by tha
Sponsar, without alterlig The technical data,

JUSTIFICATION FOR SELEGTION OF THE TEST SYSTEM

Regulatory agencles fequire that a specific virucldal clalm for a disinfectant Intended for use on hard surfaces be
supporded by appropriate sclentific data demenstrallng the efficacy of the test substancé:against the clalmed virus,

Each agsncy wili accept: adaquate dala generatéd by any apprapriate technlque Tn suppert of a virusidal efficacy
clalin. This Is accornplished by lrealing the target virus with the disinfectant {tust substance) under conditions,

which slmulate a@s closaly as possible, in the laboratory; the aclual conditions under which the ‘tisinfectant I
designed to be used. For disinfeciant pragucts Intended for use on hard surfaces (dry, Inanimate environmenial
surfdces), a carrler méthod |s uséd In the gengration 5t ihe supparling. virologioal data. The Hap-2 cell fine, which
suppons the growth of fhe Respiratory syneylial virus, wiit be used in this sludy. The experimental design In this
pretocol méels {hese reguiremants,
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" PRINCIFLE ’
~ i of virus, dried on a glass surface, ls exposed lo the test substancs for a specified exposure iime, Al the end
of the exposure time, the virucldal and cytotoxlc activiffes are removed from the virus-test substance mixture, and
the mixture is aseayed for viral infectivity by an accepted assay method. Appropriate virus, lest subsiance
cytotoxicity, and neutralization controls are run concurrently,

F=12 GN
Dl 2w 1S Wil b prepared in parallel and used as follows:

The appropriate number of films for each balch of test substance assayed per exposure lime requestad.
The appropriate number of fllms for virus control titratlon (titer of virus after drylng) per exposure time requested.

The Inseulated carifers are exposed to the test substance for the Sponsor specified oxposure time. At the end of
the specifled &Xposure time, resuspended virus-lest substance mixtures wilf be deloxifiad and made non-vireeldal
by immediatély adding the contents to a Sephadex g fillralion column followed by 10<fold seffal dilutions In lest
medium, Eachydliuflon is Incculated Into indicatér celt cullures. ‘The resuspended virus contral lim and each batch
of test substanca alone will be treated In exactly the same rhanner, Forapalysls of lnre;uwty. oultures Wil be hald
for thé appropiiate incubation period et the end of whish'ime cullures will be scored far the presence of the léal
vlrus. Guliures will be monitored at that tima for cell viabllity. Uninfected indicator cell cultures will be carmiéd in
parallel and similarly monltored. Foranalysls of cylotoxioliy, the viabliily of aultures incculated with dituiions of each
lest and cylotoxially control will be determined. In sddition to'the above lilrallons for infectivily and oyloloxichty, the
residugl virusidal aclivily of the {est subsiance afler neulralization wili ba determined by adding a law titer of stock
virus to each dilution of the test substance {cylotoxiclly control diluilons). The resulting mixtures of dilutions are
assayed for infectivity In order to determine the diiution(s) of test substance at which virucldal activity, if any, Is

retalned,

VIRUS

The Lol Long strath of Respiratory syncytial virus (RSV) ta be uséd for fhis study was obtained from {he Ametlcan Type
Culture Collectlon, Mahassas, VA (ATCC VR-28). Slack vitus is prépared by collecﬂng the supemalant tuiture fiuid
from 76-100% Infected culture cells. The cells are disrupted ond celi debrls removad by centrifugation, The
supematant is removed, aliqueted,; and the high lter stock virus may be stored at < -70°C untll the day of use.
Allemtalé methods of viral propagation may be ulilized based an the growth requirements of the virus. The
prapagétion method Wil be specified In the raw data and In ihe report, On the day of use the appropriale pumber
of aliguols are rémoved, (hawéd, comblned {if applicabte) and malntained ai a refrigerated temperature untll used
in the assey, Note: If the' ‘Sponsor requasts an dryanic soil load challenge, falal bovine serum (FBS) or the
‘fequésted organic sall will be Insorporated Inlo.the stock virus aliquot. The stack virus allqiot will be adjusted to
yield he percent organic soll load requested.

INDICATOR EEL) GULTURES

CGullures of Hep-2 (human farynx carclhoma) calls were originally obtained from the Amerlcan Type Culture Golleclion,
Manassas, VA {ATCC GCL-23). The cells are propagated by Accuratus Lab Services personnel, The cells ere seeded
into multiwell cell eullure plates and malnlained at 36-38°C in a humidifled atmosphere of 6-7% COa. The confluancy
of the csils wlll be appropriate for the test virus. Hep-2 cells obtalned from an alternate, reputable source may he used.
The source of the celis will be specified in the final report,

All call culture documentation [s retained for the cell cultures used in this assay with respect to source, passage numbar,
growih characteristlcs, seeding densltles and the ganeral condition of the cells,

Template: 110-7 Rev. 013 . ~ Proprieiary informstion -
1285 Corparate Center Dive, Sulle 110 » Eagan, MN 55121 « 677.287.8378 » £51379.5510 » yaywacaimtugdabseom

1285 Corporate Canter Drive, Sulte 110 « Eagan, MN 56121 « 877.287.8378 « 861.3708.5570 ¢ www accuratusiabs.com




Project No. A26400 Reckilt Benckiser & 3aaitie ACC
Protocol Number: REK01091018.RSV Pageavorso ‘g ACCURATUS

PijBCt Name: MaC 8 Cheese THE ANTIMIGROBIAL AUTHORITY
. _{\mended Report #2 Date: January 31, 2019

Protocol Number: REK01091018.RSV Reckltl Benckiser i
. ACCURATUS

Page 4 of 11 ' LM BENVIGES- -~

Ted &3LAAr &4 dylpnr

TEST MEDIUM o

The test medium used for fhis assay is Minimum Essenlial Médium (MEM) supdlernented wilh 0-10% {wiv) héat
inaclvated falal hoving saruimn,  The medium may ajso be suppleménted wilh ane or iriore of (he following: 10 pg/mL
gentamnicin, 100.unlts/mL penicilin, 2.6 pg/mb-amphiotericin B, 1.6-2,0 mM L-glitamine, and 0.5~ &.uginiliypsin, The
‘composition of ihe test rediuin inay be allered based on the virus andfor célls, The composiiion of the medium wili be
specified in Ihe raw dala and in the fepoit:

PREPARATION OF TEST SUBSTANCE

The-dllullon of test 51 ance(s) will be used as recornmended by the Sponsor, The product will be pre-equilibrated
{o the desired test temperalure if applicable,

PREPARATION OF VIRUS FILMS . -
Films of virus will be prepared by spredding 200 pl of virus Inoculurm tilfortly gver the bollom of the appropriate
‘number of 100 X 15 mm.sterlle glass petil dishes (Wilhout touching the sides-of the palr dish). The virtis wii! be alr-
dried-at 10°C-30°C undll visitly dry (220 minutes). A cafibrated timer'will be used for #ming the drying. The drying
condlllons (tetperature aid humidity) will be.appropriate for the lest viriis for-the purpose of obtalning maximum
survival fo|§_>wlng drying. The aclilal drying dondillons, drying time and :callbratéd tmer used Will be clearly
documented,

One dried virus flim per batch of test substance will be assayed unless otherwlse requested.
TEST METHQOD

Praparallon of Sephadex Gal Filtratlon Goluinns )

Ta reduce Iha cytoloxie level of the virus-1esl silbilance mixlure prior lo assay of viris, andfor to"reduge the virucidal
leval of he fest substance, virus is-separated from e ast substance by fillrallon through Sephadex gel. The type of
‘Sephadex used will be sgecifled in ihe final report.  On the day of testing, Sephadex columns bre preperéd by
cenlrifuging the prepared Sephadex-gel In slerils syringes for thres minuted lo clear the vold volume. The columing are
fiow readyto be used in the assay,

Input Virus Contro]
On the day of testing, the stock virus utllized in the assay will be tilered by 10-fold serial dilution and assayed for
Infectivity to defermine the starling titer of the virus, The results of this control are for informational purposes only.

Treatment of Virus Flims with the Test Substance o

For each batch.of lest substdnce assayed, the appropriate number of drled virys Tilms are indvidually exposed to 2 2.0
mL aliquolof the use ditullon of the fest siibstance {liquis products), or to the amount of spray raleased under use
condillons (sprdy producls) and held covered for the speoified €xposure Ime(s) and temperalura. A callbrated timar
will be used forfiming‘the exposure, The actual lemperature Will bé recorded.. Just prior to the end of Ihir exposuié
lime, the platesefe individually seraped Wilh & cell seraper lo resuspend the gorilents and at the end of the exposufe
fime e virus4test substance mixlures afs Inimediately passed through individual Sephadik. coluins ufilzing the
syilnge ptuagar I order to datoxify the mixture. The fillrate (1071 dilulian) is then tllered by serial difulion.and assayed
for infectivity antlfor cytotaxicily. T further ald in-the removing of i cylotoxic effacls of ihe test substande 1o lhe
Indleailor cell cullures, individual ditutions may he passed through addiliona! Individual Séphadex eolumns,

Treatmant of Driad Virus Cantrol Film

The appropriate.numbar of virus fims are prepared as described previously for 6ach exposure lime sssayed. The virus
control flms are run In parallel to the 15t virus bult 2 2.0 mL aliquot of fest medium is addad in Neu of the test subsiance.
The virvs conitol films are hald covered and exposed to the test madium for the same-exposure tinie and al the same
expostre (émperalure ss-the test films are exposed 10 the les! subsiance, A calibrated limer wil be-tsed for g the
‘exposure and the agtual lemperalire will be recorded. Just pirior {0 the end of the exposure time, the virus films are
individizally seraped as previously desciibed and at the end ofthe exposure fime fhe mixlures are immediately passed
{hrough Individual Sephadex columns Ulifflzing the syringe plunger, The filkate (16 diution) is'then ttered by serial
dilution and assayad forinfeglivily, If additional Sephadex columng were used o further reduce the citotoxic affeals in
the test substance assay, the same ditullops of the virus control wili be passed thiough.addilional Individual Sephadex
calumns.
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Cyfotoxlcity Contral
A 2.0 mL allquot of each batch of test substance {fiquid products) or the amount of the test substance recovered

whieh sprayed onfe a sterile peld dish (spray products), is filtered thraugh a Sephadex column utiizing thie syringe
plunger ang the fiitrate Is diluled serally in medium end Incoulated Inlo cell cullures for assay of cyloloxlcity
concurrenily with the virus coritral and tesl sibstance-irealad virue samples. For spray produéls, the cytotoxlcily
control will be held covered for the longest reguested sxposure time at the requesied exjpiosure émperature. A
calibrated timer will be used for timlng the exposure, If additional Sephadex columns were used to further reduce the
cylotoxlc effects In the test substance assay, the same dilutions of the cylotoxicity control will be passed through
addifional Individua) Sephadex columns.

Assay of Non-Virucidal Level of Test Substance {Neutrallzation Gentrol)

Each dllution of the neulyalized test subslance {cytotoxiclty canirol dilutions) will be challenged with an aliquot of low
titer stock virus to detetmine the dilutlon(s} of test substance at which virucldal activity, If any, Is retalned. Dllutions that
show virucidal activity will not be considered in determining reduction of the virus by the test substance,

Uslng the cytotoxicify contro! dilutions prepared above, an addltional set of indicator ¢ell cultures will be Inoculated
with a 100 pL allquot of each dilution In quadruplicate. A 100 pL aliquot of low titer stock virus will be incculated
Into each cell culture well and the indicator cell cultures will be incubated along with the test and virus control plates,

Infoctivity Assays

The Hep-2 coll line, which exhlblts cytopathic effect {CPE) in the presence of Respiratory syncytial virus, wili be
usad ag the indicator cell line in the infectivity assays. Cells in multiwell culture dishes will be inoculated in
quadruplicate with 100 L of the diluflons prepared from test and contrel groups. The Input virus control will be
Inoculated In duplicate. Unintaeted Indlcator cel cullures (cell controls) will be noculated with 1est medium alone,
Tha cultures are inoubated at 36-38°G in a humidified atmosphare of 5-7% CQq [n §térllé dispasable cell culture
labware for approximately ten days. Periodically throughout the Incubation time the cullures will be mlicroscoplcally
observed for the abeencs ar prasence of CPE, cytoloxicity and for wviabllity. The obaervalions will be recorded on
the raw data worksheats; only the results from the final cbservations will be reported.

DATA ANALYSIS

Calculation of Titars )
Viral and cytotoxlelfy titers will be expressed as -logio of the 50 peréent titratlon endpolnt for infectivity {TCIDsa) or
cytotoxicity {TCDsu), respectively, as calculated by the methed of Spearman Karber.

- Log of tstdilutioninoculated — [((S"'“-"r /""‘-"“"":;g al cach 'd"““?’,‘] ~0.5]x (fogartehm ot‘dllution)]

Calculation of Log Reduction )
Drled Virus Control Logw TCID= — Test Subatanae Logis TCIDs = Log Reduction

If multiple driad virus control replicates are performed, the average tlter of the replicates will be calculated and the
average titer will be used fo calculate the log reduction in viral titer of the Individual test replicates.
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PROGEDURE T ~~ ‘DENT ™ ~ATION OF THE TEST SYSTEM

The speclaliZot vyusldal {..,./g secllon of Accuratus Lab Senvices maintains Slandard Operaling Frocedures
(SOPs) refativa to virucldal &fficacy testing sludies. Virugidal efflcdcy tasling is porformed In strigt adherence to
these SOFs which have been constructed to cover all aspects:of thé work intluding; but not lifnited 1o, recsipt, log-
In, aind tracking of bioleglcal  jemts including virus and cell siocks for purposas of tdentilication, racsipl and \gé
ot chemical reagéits Ingluding céll culllre medium components, efc, These procedurss are dasigned to document
each slep of virucidal efficacy testlng sllidies. Apprapriate references {o medium, batch number, etc. are
dacimanted in (he raw date collected during the course of each study,

Addiflonally; each viruéidal efficacy tést Isassigned a urigue Project Number when the Study Diractor inftiates the
protocol for the study. This mimber’ ts used for identiicalion of the test cullure plates, etc. during the course of the
test, Test cullure plales are also labeled with referencs tp the test virus, experimental start date, and test product.
Thése meagures aré des[gned o documen{ ha Identily of the 1sst system.

METHOD FOR CONTROL OF Bl *~ N/A

STYUDY ACCEPTANGE CRITERIA
Only the applicable accaplance crlteria and raferences for the regulatery agency reviewing the data will be inciuded

In the final repont.

.8, EPA, Hedlth Canads, anid Australlan TGA Subnitesion

A valid test requires 1) that al léast 4 logie-of infeetivily be recaverad from \he driad virus control film; 2) Lhat when
cylotoxicily is evident, at least a 3-log reduction in titet Is demonstrated beyond the cylofoxic level; 3) that the cell
contiéls be hegalive fofinfeclvily. If any of the previous requirements are nol met, the lest may kg repealed under
the current profocol number, Note: Anefficactous prodict must demonsirate somplete Ingcitvation of He virus at

all dliutions,

If the test subafance falls to meet the test acceptance criteria and the dried virus confrol falls to meet the control
acceplance criteria, the study s consldered valld and no repeat testing Is necessary, unless requasted by the
Sponsor,

If any portion of the profcaol Is executed Incarrectly warranting repeat testing, the test may ba repeated under the
current protocol number,

FINAL REPORT
Tha report will inglude, bul hat be limlled lo, identificalton of the sample -and date received, dates on which the test

was Inllialed and completed, (denlifieation of the virkis strain used and compesition of the inoculum, desoription of
cells, medium and reagents, dsscrlpﬂon of the melhpds mployed, tabulatad results, oaloylatad lltars {or infeclivity
and cytuloxlclty. and @ conclusion as it relates to the purpose of the lest. ‘A draft TFepoit may be requisted by the
Sponsor. The final report will be prepared once (he ‘Sponsor has reviewad the draft repart'and natiligd the Study
Director to completa the study.

PROTOGCOL CHANGES

If It becomes necassary to make changes In the approved protoool, the revision and reasons fdr change will be
documented; reporied 1o the Sponsor and will become a part of the permanent fite for that study. Stmilatly, the Sponsar
will be notified as soon as possible whenever an event ocgurs that miay have an éfect on the valldily of {he study.

[EST ~"'BSTANCE "~ NTION

Test ww.itance relen..., shall -be the responsibilily of the Sponser, Unused test substance will be discarded
following study compietion unless otherwlse requested,
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REGORD RE1 rION_
Study Specific Documents

All of the orlginal raw data developed exclusively for {his study shall be archived &t Accuralus Lab Services for a
minimum of five yaars for GLF studies or a minimum of slx meiith for all otfier studles fallewing the study gompletion
date. After this time, the Sponsor {or the Sponsor Represantalive, if applicable} will be contacled to défermine the
final disposition. These orlginal dafa include, but are not fimited to, the following:

4. All handwiliten raw data for control and test substances including, but not imitad to, notebooks, data

forms and calculations.

Any protocol amendments/deviation nofifisatlons.

All measured data used In fermulating the fiiat report.

Memoranda, specifications, and other study speclfic correspondence relating to interpretation and
avalualion of data, other than those documents contained in the final study report,

5. Origlnal signed protocol.

6, Certified copy of the final study report.

7. Study-specific SOP devlations made durlng the study.

PN

Facllity Specific Documenls

The foliowing records shall aleo be archived at Accurafus Lab Services. These documents include, but are not
limlied to, the following:

. 8CPs which pertain to the study conducted.

Non study-specifle SOP deviattons made during the course of thls study, which may affect the results
obialned during this sfudy.

Methods which were used or referenced in the study conducted.

QA repotts far each QA inspection with comments.

Facilty Records: Temperature Logs- (ambient, Incubator, ete), Instrument Logs, Gallbration and
Malntenance Records.

6, Gurrent curriculum vitae, fralning records, and joh descriptions for ali personnel Invoived In the study.

PROPOSED STATISTICAL METHODS: NiA

orAw o
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ColF 9 PN  STRF H
. STUDY INFORMATION
"5 are.vérfied by e Sponsér or Sporsor Représeniailva as lipied fo thely s 5 ofherwisa noled)
ame : L Br. ... .
pse ~ GLP-Effic = - "esting, s0. ... 96 B
950 - GLP-Effl .., ‘~="ng, 00427~ Bt
Tewmnrg s srew - /8F ceHtiflad imlt{ L) for the fest-to-kil viris on your labe. ... . ... _ for ragistration.
Product Description
[ Quaternary ammonia O Peracetlc acid QO Sodium hypochlotite
O lodophar 0 Peroxide O-Other.
Approxiinate Test Substance Actlve Concentration {upon submission to Accuratus Lab Services):
0.812% - - .
(This value Is used for neulrafizallon planning only. This valve fs not intended fo represeni cheraclerizaffon vefues.)
Storage Conditions Hazards
[ Room Temperature a None known: Use Standard Precautions
a z8°c H Materlal Safety Data Shest, Altached for each product
O Other — o As Follows:
Product Preparation I
O No dilulion required, Use as tecelved (RTU)
E *Dilutlon(g) to be ier.sia_d: Mol aglml—
. 569 TLOR, . definadas BTFmL +__ —406-23ml )
‘(example; 1 oz/gallon) {amount of lest subislance)  :(a@mount of diluent) -

Q Delonized Water (Filter or Autoclave Sterflized)

O Tap Walter (Fliter or Autoclave Sterliized) - All tap water is softenad; the water hardness for the batch of tap
water usad wlij be determined and reported.

¥ AOAC Synthetic Hard Water; 400 PPM

Q Other
*Note: An equivalent diiution may be made unless otherwise requested by the Sponsor.

Test Virus: ___Rasplratory syncytial virus (REV)

Exposure Time: 5 minutes
Exposure Temperature: & Room temperature (to be based on regulatory agency of sibmisslon)
Q Other, °C (please specily range}

Directions for application of asrosol/spray products:
Spray [nstructions are nof applicable,

Trigger spray application:
Q Spray carriers using 3 sprays, or untll thoroughly wet, at a distanca of 8 to 8 Inches.

O Spray carriers using sprays el a distancs of to Inchea/em. {clrole one)
Aerosol spray application:
QO Spray camiers for saconds, or unli thoroughly wet, at a distance of to Inches/em.

Organic Soil Load
[ 1% fetal bovine serum (rrinimum fevel that can be tested)
B 6% fefal bovine aerum
L1 Othe

Number of Garrers to be Tesfed
& One (fypical for U.S. EFA submission)
O Five {requlred for broad-spectrum virucidal clalms for Heslth Canada submlaslon)

@) O\ i 122 D 255N N
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SPRAY BOTTLES U™ |N.TESTING ** **“'a1 only “~ficabla for spray products;
Ta enstre gxpostad L., .a of product e, o.vered, .. ... recommended that the Sponsor provide the spray botlles

used fn testing. Please indlcale the dosired source of the sprayer botfles used in tasting:

O Sprayer{s) and botfle(s} ara provided by the Sponsor
[1 Goneral purpose epray botfle(s) ate to be provided by Accutatus Lab Services
0 The spray nozzle(s) are provided by the Sponsor and general purpose bottie(s) will be provided by Accuratus

Lab Services

RFE™'" *TOR ™~ "7 0Y{S) THAT MAY "~ “EW DATA
E ... EP4
a
o

Heeith Canada
Thetapeutle Goods Adminlstration (Australian TGA)
ot appliodbla - For Intemalfother use only (Efflcacy result will be based on U.S, EPA requiraments)

COMPLIANCE
Study to be performed under EPA Good Laboratory Practica regulations (40 CFR Part 160) and In accordance to

standard operating procedures.
4 Yas
0 No (Nen-GLP or Development Study)

PROTOCOL MODIFICATIONS:
O Approved without-madification

& Approved with modification - .
B d@ft report wiilbe submillecl Jor Sponsor [ey;ew pior (o ﬁngj zation, Tesdsna, AQG 9“(‘\'
b B 5 - -. n Y, . ‘_-‘ 'L

PROTOCOL ATI'AGHMENTS
Supplemental Information Forfm Attached - 14 Yes 0O No

TEST SUBSTANCE SHIPMENT STATUS

(Thfs saclion is for lnfannaﬂonaf pumosas s anly, )

¥ Tosl Substance is already present at Accura(us Lab Services,

O Teast Substance has been orwill be shipped to Accuratus Lab Services.

Date of expected receipt at Accuratus Lab Services;
O Test Substance to be hand-dellvered (must arrive by noon &t least ona day prlor to testing or other o7

arrangements mads with the Study director),
TESTING FACHLITY MANAGEMENT VERIFICATION OF 40 CFR PART 160 SUBPART B (160.34(D))
Identlty, strength, purity, and unlformity, as applicable, of the test lots has been or will be complsted prior to efficacy
testing: B Yes Q No* O Mot retjulred, Non-GLP testing requested
If yes, testlng was or wlll be parformed following 40 CFR Part 180 GLP regulations; I Yes 0 No*

[m|

1 ormatlof [ : !
A Cerlficate of Ana!ysls {C of-:A) may be provided for each lof of fes! substance, If provided, the
C of A will be appended to the report,
Testing has basn or wlll be conduoted under protocol or study #:

REK01080118.CHR.{

Stability testing of the formulation has been or will be completed prior to or concurrent with efffcacy testing:
Fl Yes O No* O Not required, Non-GLP testing raquested

If yes, testing was or will be performed following 40 CFR Part 160 GLP regulations: H Yes 0 No*

Opitlong] Informalion lo.complste &s appllcable:

'O Testing has begn or will be-conducted under protocol o study #:

*rtesting information Is not provided or s hot petformed folfowing GLFP regulations, this will be indicated in the GLP
compliance statement of the final repot.
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PROPRIETARY INFORWATION

THIS DOCUMENT IS THE PROPERTY OF AND CONTAINS PROPRIETARY INFORMATION OF ACCURATUS
L SERVICES. NEITHER THIS DOCUMENT, NOR INFORMATION CONTAINED HEREIN IS TO BE
Rer-rODUCED OR DISCLOSED TO OTHERS, IN WHOLE OR IN FART, NOR USED FOR ANY PURPOSE
OTHER THAN THE PERFORMANCE OF THIS WORK ON BEHALF OF THE SPONSOR, WITHOUT PRIOR
WRITTEN PERWISSION OF ACCURATUS LAB SERVICES.

APPR(" " L SIGNATL™™"

SPONSOR:

NAME; Ms. Kelly Whitehead TITLE: Research Assoolate .
SIGNATURE; . DAT AN <
PHONE; t201347s:—7.-7'ss EMAIL:__kellywhitéhead@rb.coin .

For confidentiality purposes, study Information wil be refeased only fo the sponsor/representative sighing the
profocol (above) unfess other ndividuals are specificafly authorized in wrifing fo recelve study Information,

Other individuals authorized to recefve informatlon regarding this stucdy: 0 Ses Allached

Accuratus Lah Services:

NAME: PMNagat 7S Mi(uf‘

" Study Director

SIGNATURE; /N)cm AV //,g,, _ pae_[©O- & “(X
[ (Ptudy Director
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